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- The MAILING DATE of this communication appears on the c ver sheet with the c rrespondence address - 
Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROM 
THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .1 36 (a). In no event however, may a reply be timely filed 

after SIX (6} MONTHS from the mailing date of this communication. 

- If the period for reply specified above is less than thirty (30) days, a reply within the statutory minimum of thirty (30) days will 

be considered timely. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this 

communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 

- Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 

earned patent term adjustment. See 37 CFR 1 .704(b).- 

Status 

1)1x1 Responsive to communication(s) filed on Aug 15, 2002 . 



2a) □ This action is FINAL. 



2b) K This action is non-final. 



3)D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 
closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11; 453 O.G. 213. 



Disposition of Claims 

4)53 Claim(s) 3, 4, 7, and 8 



4a) Of the above, claim(s) 3, 4, and 7 
5)D Claim(s) 



6) 1x1 Claim(s)5_ 

7) D Claim(s)_ 

8) D Claims 



is/are pending in the application. 
_ is/are withdrawn from consideration. 

is/are allowed. 

is/are rejected. 

is/are objected to. 



are subject to restriction and/or election requirement. 



Application Papers 

9)D The specification is objected to by the Examiner. 



1 0) D The drawing(s) filed on 

1 1) D The proposed drawing correction filed on 

1 2) D The oath or declaration is objected to by the Examiner. 



is/are objected to by the Examiner. 



is: a)D approved b)D disapproved. 



Priority under 35 U.S.C. § 119 

13)1x1 Acknowledgement is made of a claim for foreign priority under 35 U.S.C. § 1 19{a)-(d). 
a)K All b)D Some* c)D None of : 

1. □ Certified copies of the priority documents have been received. 

2. j)3 Certified copies of the priority documents have been received in Application No. 09/614, 166 



3. □ Copies of the certified copies of the priority documents have been received in this National Stage 
application from the International Bureau (PCT Rule 17.2(a)). 
*See the attached detailed Office action for a list of the certified copies not received. 

14)D Acknowledgement is made of a claim for domestic priority under 35 U.S.C. § 1 19(e). 



Attach ment(s) 

1 5) §3 Notice of References Cited (PTO-892) 

1 6) D Notice of Draft sperson's Patent Drawing Review (PT 0-948) 

17) Ix] Information Disclosure Statement(s) (PTO-1449) Paper No(s). 3 



18) 0 Interview Summary (PTO-413) Paper No(s). 

19) O Notice of Informal Patent Application (PTO-1 52) 

20) □ Other: 



U. S. Patent and Trademark Office 

PTO-326 (Rev. 9-00) 
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Art Unit: 1651 

DETAILED ACTION 
Election/Restriction 

Applicant's election with traverse of Group II, Claim 8, in Paper No. 6 is acknowledged. 
The traversal is on the grounds that the Examiner has not carried the burden of providing any 
reason and/or examples to support any conclusion that the claims of the restricted groups are 
patentably distinct. This is not found persuasive because the two different groups are directed to 
two different inventions. For example, the invention of Group I differs from the invention of 
Group II because the invention of Group I is directed to a method of inhibiting hair growth 
comprising administering to a surface of skin in need thereof an effective amount of a plant 
extract selected from the group consisting of rye malt, oat malt and a mixture thereof, whereas 
the invention of Group II is directed to a method of inhibiting hair growth comprising 
administering to a surface of skin in need thereof an effective amount of (B) an elastase inhibitor 
or neutral endopeptidase inhibitor; and (C) at least one proteolytic enzyme selected from the 
group consisting of papain, trypsin, chymotrypsin, pepsin, bromelain, ficin and pancreatin. 
Different methods for the administration of different ingredients do not necessarily have the same 
functional effect. These methods are capable of separate manufacture, use or sale, as claimed, 
and are patentable (novel and unobvious) over each other (though they may be unpatentable 
because of the prior art) subjects. 



V 
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Furthermore, the two inventions above are independent and distinct, each one from the 
other. They have acquired a separate status in the art as a separate subject for inventive effect 
and require independent searches (as indicated by the different classification). The search for 
each of the above inventions is not co-extensive particularly with regard to the literature search. 
Further a reference which would anticipate the invention of one group would not necessarily 
anticipate or even make obvious another group. Finally, the consideration for patentability is 
different in each case. Thus, it would be an undue burden to examine all of the above inventions 
in one application. 

The requirement is still deemed proper and is therefore made FINAL. 

Claim 8 is under examination. 

Priority 

An application in which the benefits of an earlier application are desired must 
contain a specific reference to the prior application(s) in the first sentence of the 
specification or in an application data sheet (37 CFR 1.78(a)(2) and (a)(5)). 



t 

Application/Control Number: 10/067,941 Page 4 

Art Unit: 1651 

Claim Rejections - 35 USC §103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth 
in section 102 of this title, if the differences between the subject matter sought to be patented and the prior 
art are such that the subject matter as a whole would have been obvious at the time the invention was made 
to a person having ordinary skill in the art to which said subject matter pertains. Patentability shall not be 
negatived by the manner in which the invention was made. 

Claim 8 is rejected under 35 U.S.C. 103(a) as being unpatentable over Styczynski et al. 
(N) in view of Protopapa et al. (A 5 US 6,203,791), Protopapa et al. (AT, EP 0622069A1), Seiberg 
(B and/or O), Monsheimer et al. (AB1, US 3,623,950), Krajakova et al. (Q), Minami (P), Wolf et 
al. (R), and Pfleiderer (AC1, US 4,636,222). 

Applicant claims a method of inhibiting hair growth comprising administering to a 
surface of skin in need thereof an effective amount of (B) an elastase inhibitor or neutral 
endopeptidase inhibitor; and (C) at least one proteolytic enzyme selected from the group 
consisting of papain, trypsin, chymotrypsin, pepsin, bromelain, ficin and pancreatin. 

Styczynski teaches a method of inhibiting hair growth comprising administering to a 
surface of skin in need thereof an effective amount of an inhibitor of a metal loproteinase (an 
endopeptidase). A range of possible inhibitors are set forth on page 2, lines 30 to page 3, lines 1- 
22. On page 3, lines 30-32 bridging page 4, lines 1-4, Styczynski teaches the dose amounts of 
the inhibitors which are effective in the reduction of hair growth. 

The teachings of Styczynski are set forth above. Styczynski does not teach a method of 
inhibiting hair growth comprising administering at least one proteolytic enzyme selected from the 
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group consisting of papain, trypsin, chymotrypsin, pepsin, bromelain, ficin and pancreatin. 
However, it would have been obvious to one of ordinary skill in the art at the time the invention 
was made to add at least one of the claim-designated proteolytic enzymes to the method of 
inhibiting hair growth taught by Styczynski to provide the claimed invention because Protopapa, 
Seiberg, Monsheimer, Krajakova, Minami, Wolf and Pfleiderer teach that the aforementioned 
proteolytic enzymes have the beneficial effect of reducing hair growth and/or are ingredients that 
are useful the making of compositions intended for administration to the skin and/or hair. For 
instance, in US 6,203,791, Protopapa teaches a method of hair removal by applying to the skin of 
an animal a lecithin-based microemulsion comprising the enzymes alpha-chymotrypsin and/or 
trypsin, in Column 1, lines 23-29. Protopapa further teaches that application of the referenced 
composition provides a more permanent depilation than the one resulting from other depilatory 
methods (see ABSTRACT). In another example, Protopapa (AT, EP 0622069A1) teaches 
depilatory preparations comprising papain or chymotrypsin for permanent enzymic depilation for 
all types of skin, ranging from dry, sensitive, to fatty, resistant ones. In WO 98/02134, Seiberg 
teaches a method of delaying hair growth by inducing apoptosis at the follicular papillae by 
topically applying to skin of a mammal an effective amount of a protease, e.g., trypsin (see page 
3, lines 27-29; page 5, line 29). The Seiberg' method also delays hair pigmentation. Next, 
Monsheimer teaches dehairing of skin comprising the application of pepsin, papain, or a 
combination thereof. Krajakova also teaches a method of applying to the skin a depilation agent 
comprising pepsin. Minami teaches a dewatering promoting aid comprising papain or pancreatin 
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which is used in water cleaning cosmetics, e.g., hair shampoos, hair rinses, body shampoos and 
bathing agents. Wolf teaches a composition comprising antiadhesive proteases, e.g., bromelain 
which is used in the making of cosmetics for clearing the skin. Wolf also teaches that the 
composition prevents or inhibits the adhesion of microorganisms (including viruses and 
protozoa) and parasites to the surfaces of skin. Finally, Pfleiderer teaches a method of dehairing 
skin using pancreatin, papain, bromelain and ficin, in Column 2, lines 50-68 to Column 3, lines 
1-2. At the time the invention was made, one of ordinary skill in the art would have been 
motivated and one would have had a reasonable expectation of success to add the instantly 
claimed proteolytic enzymes to the endopeptidase inhibitor taught by Styczynski to provide the 
claimed method of inhibiting hair because Protopapa teaches that alpha-chymotrypsin provokes 
destruction of stem cells and hair follicles to provide a depilatory effect, and that trypsin also 
provokes degradation of the hair follicle, but with a milder action; Seiberg teaches that the 
trypsin-containing composition not only inhibits hair growth but delays hair pigmentation which 
is important in camouflaging the appearance of new hair growth; Monsheimer teaches that pepsin 
and papain are useful in the removal of hair from skin; Krajakova teaches that the referenced 
treatment produces marked loosening of hair without toxic or irritation effects; Minami teaches 
that the dewatering aid proteolytic enzyme containing-film facilitates removal of water adhered 
to the skin and protects skin from cold and allergies; Wolf teaches antiadhesive proteases such as 
bromelain are useful in preparing cosmetics for clearing the skin of Propionibacterium acnes, 
dermatophytes, Candida, Pityrosporum, etc; and, Pfleiderer suggests that the claim-designated 
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proteolytic enzymes are effective in the loosening of short hair (underhair) left standing in places 
during an unhairing process (see Column 2, lines 18-25). Moreover, it is well known that it is 
prima facie obvious to combine two or more ingredients each of which is taught by the prior art 
to be useful for the same purpose in order to form a third composition which is useful for the 
same purpose. The idea for combining them flows logically from their having been used 
individually in the prior art. In re Pinten, 459 F. 2d 1053, 173 USPQ 801 (CCPA 1972); In re 
Susi, 58 CCPA 1074, 1079-80; 440 F.2d 442, 445; 169 USPQ 423, 426 (1971); In re Crockett, 
47 CCPA 1018, 1020-21; 279 F.2d 274, 276-277; 126 USPQ 186, 188 (1960). 

Accordingly, the claimed invention was prima facie obvious to one of ordinary skill in 
the art at the time the invention was made, especially in the absence of evidence to the contrary. 

Any inquiry concerning this communication or earlier communications from the examiner 
should be directed to Michele Flood whose telephone number is (703) 308-9432. The examiner 
can normally be reached on Monday through Friday from 7: 15 am to 3:45 pm. Any inquiry of a 
general nature or relating to the status of this application should be directed to the Group 1600 
receptionist whose telephone number is (703) 308-0196 or the Supervisory Patent Examiner, 
Brenda Brumback whose telephone number is (703) 306-3220. 




MCF 



October 28, 2002 



